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herbs and medicinal plant products.

I m,also the senior Mor of ?%eComplete Ge~man CommtWiWJEMMOWJ@S, a W
of English traditions of the official evaluations of hew by M OXP@~
commissioned by the Gminan governnW. This book WW-sdofd
publieatiom in medici!w awl Mied h~ti prof~io~ ~ 1W8 - ~mPell@ ‘denM ‘f
the IX@ for accumtQ autkdtive ~o-on ~ tie *-tic u= of *
pr&kiS. -, .

ABC has IWOsuggestkns ibi priorities: (1) M“”~A estabiishin in&qwnde@ &tGr&#
OX@ _FXUI~ @ deal tith W_@__@ (2)thatmA - -*1Y qd
di@Y to tho citim @thrifibrn”i@ to ~~~y~ ~ti~ ‘
?hytonwdkiiea C!oiditi~ @AX) hi July 1992, &questing that wd”~ herbs
ad phYto@diciw @ dwmd ~M~w~ * ~ ov~-* (~) ~ *W*
Thisweekmarksthe seventh.mmivema&of this petition to *14 b WPW @ “’

4@k@..@-__d @~Y ~ iuY m-w_Y. FDA’S inactionon u issue = = - ,;
sends a mk?drnef=ge about iii sineeri& in deal@”& herbals as potential OTC%. --
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ConsUnMWSMveIUMWCJ@U!mfor k!lx!! dim SUPP~~*: to~r~ ~W~
stank anda senseofwel14m2Tbg,toprevent short or long-term illness; and as
substitutes fix FDA-approved drugs. However, except for a bandfid of herbs approved as
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ingredieii-ti-h’“OTCdlligs, most herbal prodtkts sold in the U.S. do r@ and cannog carry information on
the sctual therapeutic benefits of their use, regardless of the quantity and quality of research documenting
such actions (e.g. tmatme@ cun&preventiol$ etc.).

..’)

ABC ~liev~ that AnM@cancomwm@ w&kl &&&it &&i properi~documented thempeutk claims on
herbtd prbdueisj fibut m@r@ theie products to SUN-”tdM lengthy and expensive new drug
application (NDA) process, ABC also believes that any such review of herbs should be undertak
without *rse& afeding their legal sta’u.ras dietaqy supptementa udkr the Dietary Supplement lfealt~
arut&%uwtionAcio ~1994 /ZMH~.

FDA’s highest pliolity -in addition to publishing find reguhtions & Good Manuhctwing Practices
(G~s) ibr dietary supplements-should be the fbrmstb ufan indopende@ extomal advisory
committee to adv$w the Agency on regulatory issues concerning botanical supplements. kognizii the
Mtiti W@_ehtie&~y, *~titi~btim~~*_. It
should txmsist of scientists &miliar with the vast b@mical litemtum, aa well as qualified heahkm
practitioners @rn both the conventional and ahemative domains who am fkniliar with the clinical
application of W@ pmpamti~ including qualified hwbalists. Membeddp h various i@ustry
trade groups, consmqer organizations, and profbssionsl societkt should be cons- possibly on .a
nonvoting basis.

ThiS panel could cover a variety Ofre@@ry aSpeetSof herbs, CSpOCidytidati@’to WA fOr
claims fbr herbal products under regulations cummtly provided by the Nutrition’ Labeling mid Educatkn
Act of 1990 (NLEA), DSHBA and the OTC Drug Rev@v. Also, it could advise FDA on potential
stdards that might be required to produce phytoequivalent prepamtions, e.g., specific chemical
~m ~or bimy @_eosurethat apmpamtion can deliver benefits simikto those documented
in clinical trials U$inga palticulartype of prepamtiq particularly when such research is being used as a
basis fir a clainq especiallya thempeutic claim.

Botanical Ingredient Review (BIR)
A previous model for an expert herbal panel was the ktanical Ingredient Review (BIR) proposed by the
American Herbal Products Association (AHPA) in response to proposed regulatioxis tksed on NLEA.
FDA dismi_~@s prop&al bec&imeit was an “industry committee?’,despite the fhct that FDA had relied
heaviIy on ,@er expert panels funded by other in- nsmely, the Flavor and Extiact h9mMwtuIwx
Association (FEMA) fir the origimd GMS lisg and the Cosmetics, Toiletries and Fmgmnces Asso40n
(CTFA) fbr informationonthesafktyof new cosmetic ingredients. In fi@ the BIR was ahnost a“carbon
copy of the Cosm6tic Ingredient Review (CIR) developed by CTFA. A widely held ”pmeptio~ that FDA
was employing a double standard in dismissing the BIR was “@eof the primary - that n@v@ed
members of the hgrb @hu&y to promote the passsge of DSHBA,

Recommendation of the Presi&nt’s Commission on Dietary S@pkrn&tL~k”(~$ “:” -
Recognizing the hnportaw ofevaluatingthe well mseargh~hybs tbr their possible OTC d@ beniif@
the President’s Com!nissitm on Dietary Supplement Labels (CDSL) recommended that FI)A, establM an
expert advisory panel to review herbs tbr possible OTC dmg claims, in its final report in Novtmbw
1997. CDSL OC@OW@@d that this recommendation fell outdide the domain of the commission’s
purview of dietafy suppltie~. Wwthekss, CDSL recognized that in other parts oftheworl~ herbs are
oflen reguhited as drugs, and that the thmtic actions of herbal prepamtions, even when well
documented by modern ms~ cann6t be adequately declartyl on herb product labels or relatd ~
promotional literature, when these products am sold w dietary supplements under DSHEA. Almost two
years has passed since that mcommendatio~ an~ to my knowledge, FDA has not responded positively to
this recommendation.

American consumers and heahkare practitioners clearly ww products with complete labeling of uses
and benefits. It iStime for FDA to join industry and academia to produce meaningfid therapeutic
information in this area. Thank you for this opportunity to testify.


